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Part 14.Testing the microbial barrier for porous packaging materials under
moist conditions and with passage of air
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AHR AT HUSE T MBAE AR A0 T 1 25 AR AR Wy B P B R R B T ok
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2 HSEMES| A H

N F SR T AR S R R AR A, FLE T B RS R S0 (0 B B A AR TE B T AR S
. RRARE H B0 5] A0 s R A (B8 B 8 B8 & T 4 30

GB/T 4502008 4EANACAR A B4 SR HR AL iR A I8 1) L IE 2 TG A )

H A AR L [ 24 L (2015 4R JED

3 EMEUHREMREEHR

3.1 HEME

e ummmeiEtemn b, R TERE, TR U ERT ALY FET KBS
H—I.,

3.2 EN#
& GB/T 450—2008 Bkt
3.3 ERFEREE

MG AR E BT UK 0 50 mm @IEFE M FIRR. BRI & s & 5 60 U6 0 3 iR
B AT RO

PRI BE Sy (2341) C BARXT KRS R (50£2) X B TR BE i #8 § ik A RSB E D 24 h,

. WO RRTT AR AR

Et AR R 5 MR ST IR, W 3.7,

3.4 EHFE
3.41 B

R BT ] & RO ZE MK R R B R ik . BB R & oK. IR 5730 il & W ZE 10K, o mT LLGE
HESTHIK .
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e 342344 TP I8 R AT LA PR A R A 0 R B R AT
342 BEAKB-XEROBHNT
& 1FFIE RS BT 1 L 2EAP, SRR AR A 5 S T,
x1 BEAB-AEEABAZAS

iy Hohk
BRE F AN (LR O g 17
ARIREABHLE/ g
i/ g
AAeB/g
B E 5/

FEMAK /mL

REILY/ g

FELER /e
EA¥/e
Klbh/g
/e

FEB A /mL

3.4.4 MIERREFEWR

TSR EE 3.4.3 IR TR, 07E 121 CRZBRKBEBPKE 15 min, RFELHZE 45 CIf
H1lo% MEAEEAES LIRS, 8N HEHERDTEEA 20 mL ZEFR . RAEHHEZET
Bel, KWEE, 2243 CHM pH Bk 7.440.2, 2 371 H T 1 BE 35 54y .

1) ¥ Al Z M www.mpbio.com, www.bd.com . www.vwr.com.,www.oxoid.com . www.sigma-aldrich.com %, #H

AAEBEN T T EA WS (A F I A RAR XL & R
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# 3 MmMEEEMAS

g H
P /g 10
EAM/ g 10
AALH /e 5
B/ g 15
FRIBAK/mL 1 009

3.5 MERMAEMHF

4 #1075 25 BR 18 4 % 48 W 7 (Staphylococcus aureus subsp. Aureus)® P 1 F 6 mL BB A IF-K
SECMA G G.4.2) T, IF1E 37 TTHESF 24 h,

R YR, BRI K A B RS AT R R E 10 10°, 1 10°,1 5 107 fe 1 s 10°
BBYSA | mL HAXLHEEFRILT,H5 10 mL HANERLUERS (3.4.3), MOvESE, BT RAR
B 100 pL FE 1L BHCE FAR (3.4.4) 3R L HEAT IR AN

T RSB A YR T AR WEREN A EZES 107 H~10° 1,

3.6 WEHET
3.6.1 2m

A% 3.3 fbHL A A AR I R S B T — N KO BRI A — I R L SR
L SEPRE AT R R I R e — Tl L

A0SR b ) 32 Y5 Y T A s o T {0 R R S i Y R AR o X R T AT IR

M BT R R 1 s 100 F B (3.5, B 5 W, 450 0.1 mL, MBI &M A i B3R,
37 o7 AN A LA fl , 5 ELEC TR PR AH 4

N T &M FHE 6 h~16 h RS TR, RO BERREMARFEC2EDTC,

AR T A — A M BUIE AR (3.4.4) R L, BT 1) L, LA (F 48 X 08 2 T80 55 3 4
b R AT B R iR R ) . 5 s~6 s BIRERBHEM. FHREA 37 CTHiZF 16 h~24 h,

3.6.2 FEHM®EZE

A T RS, — AN E 3.3 B AR IR S R RE R 3.6.1 R R kAT
PeRh AT AR . IRIOARE S A0 SRR T 5 U B AR AT R R A Oy R A . 2 B R (3L R TR
R ) O S A
3.6.3 MK

1 B 2, — A 5 R R B R BT AT M BN B R AR 3.6.1 MR T 40 1, (B R H Rl
AR R . ERIRER A, MBS - R R R A .

2) DSM 799,DSMZ-German Collection of Microorganisms and Cell Cultures GmbH, Braunschweig, Germany. %5
FAREREN T HEAE S EHE I AFTRIZ™ MBI,

3) ATCC 6538, American Type Culture Collection, 10801 University Boulevard, Manassas (VA).20110-2209 USA,
B AEEER T A A, FERF R X %™ 5 AT,



YY/T 0681.14—2018

3.7 WM

ARBBR T A A/ AR . B R IR 45 0 E (S S, WS T 3.6.2 F1 3.6.3
B B P A T B P A A B R A e RS R RS A5 1.

3.7.2 FHEK
FETA B 5 A FARER R WA (0 e b R T LA (30 43 i S 2k S R

373 FHEK
FAR LA A BT CAFPTR 2 % o : MEL 20 MR BRAEE S HEATE W,

- . . e G B ¥ AR

P B 2 B N
4.2 EEE

55 B4 O AT AT B 2k B O HEAT IR

2 GB/T 450—2008 B
43 HERFSRHE

MALEE AR BT el s R H AR N (10£2) mm B4 RIE IR B HE & .

BRRBEH % 10 MBS, BEERERQ3IED) C RN KSEE R (G0+2) % M IRE 3
BER G APRBAE ED 24 h,

it 5% B ff ] v f 2B A ek T BE 232 T e A — T R AT IR B . o S X O T R AT R o A R S
BOEEIN— A, SCHEE FH R A R R 0 — T AR S R W R

4.4 FEMFEH
441 2N

B AT 55455 2B R 9 38 LRI B 0 2046 121 CIOZEIRTR B80T T 14 15 i,
4
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442 gEH

4.4.2.1 10 ERA YRR H G B

——1 P ERERPETEE 250 mL RS S DR

1 AT RS WS, % EEA 34 mm BRMRD. M RBEOREAXKESE TR

Sx R W AT AR T B 2 0 i 8 P (2 AR B A A Y I W

4,422 20 A2 KERHAZEN 34 mm BWFESE,HEIERME L% (PTFE)EF BA PTFE &
B . 33 5% PN B B AT AT AT B R W B v (L e A R B R A M W
4,423 FHERKEAE.
4.4.2.4 vK4H.
4.42.5 HiFRH.
4,426 .
4.4.2.7 BRIK.
4.4.2.8 EREIREH.
4,4.2.9 BYIIER rhEERE S

4.6 AEHR

WIS H M HRARHN 0.04 mm~0.15 mm BHRAK.

B AG BPR A BE R AE 134 CT HHTHREKE,

SRIF 1R 100 g MR A B IRA 100 mL 245 2 ##T 14 (Bacillus atrophacus)®™ % JE#E (96 % ) 2 i &
R R 2 o 2Tt 10° .78 50 CTF T4 16 h.

4) E¥ Z[E www.mpbio.com,www.bd.com,www.vwr,com,www.oxoid, com ,www.sigma-aldrich.com %, %

AAF BN T I EACER A (6 B L AR R AR AT
5) DSM 675, DSMZ-German Collecticn of Microorganisms and Cell Cultures GmbH , Braunschweig, Germany. %5

FAFRBER T HEAM A MR E IR R R & AT,
6) ATCC 9372, American Type Culture Collection, 10801 University Boulevard, Manassas (VA),20110-2209 USA.
S AFRER T I EAIR U, 2R R B IAT .



YY/T 0681.14—2018

AT LA A R S R A T
4.7 A BELT
4.7.0 HERES

[ 2% 7% i R IR T B A KR 4.5 WA RS SR B 20 mL, R I AR, v A B SR AR T DR K
50 C,

4.7.2 FNAIE

SR L NS 0 o R A R v L S B R0 = el T R N = 2 A L el W g
TR 2 P A2 [ 0t B8 A I B TR AR 0 b, AR R0 2 B R — TR R U2 U 2 T AL T 1) 3 3

473 JIHE

P 4.7.1 F4.7.2 WES T W B R S A B AE 121 CRZERRE ST XK 20 min, KEHT.H
HIsa M S B,

474 ZHREFTHE

KA YRR AR RZE B EES A 0.25 g iR ARE R, Hlp
WA A 5 B WO DR AR S R U o

RIE 5 A e RS A A R A R FR A P MR (S0£3) T T 4 A 4y B B i g 20 1
AMRERE N 0E3) CRIWKA . HMABRH (h 50 C~10 C) i3 B E B HRH#IT 5 K.

RAE T A, U I T 0 /G S S5 I 2 i P i (R AN ¥ S0t ] . B R ECR 2 F 40 min,

56 A P R AT HE AN IR B TR AL

475 5
ot Y R B B AR AR AE 37 CTRHESR 24 b
4.7.6 KBITFH

RGP B R SR/ A e R, B RN EARENEFSEE. QRED 4.9 69
Rz 7 0 871 A G A B ] IE B O ek ) SR B R TR AT T (R Y

B3R J5 » B 3R A P IO A 0 R IR B 2 A L O B R B R TR AT T

WA E 10 AR IR AE & A K B R BOR B AL 15 AN, AT 1 AMRBeRE & A R 8 B v SR
50~ JIEA 2 e ) 1 AR Sy T T e e

477 WREHRSE

TR A .

a)  BUERREEEH

b)  BUREML AL A H W

o) T R CPAN IR B R O BT I B TR RO 5
B LA 0 A 4 o R v ) A TR R A [

7 R TR REE MO REAEERNT I AR B AN F AR R A AT,
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4.8 WEEIT—&EFTE
4.8.1 RN
AE 1 S TR B RE 7 4 4 TR B P U B AR R IR 2R A B L R B B AR B0 LR AL T — A
pig;
4.8.2 RIEHEMHE
4 0 T R BB S B i 4.3 Bk . (HLI SRR O D R R B P R AT R

483 HBAESHEE

3 53 16 25 97 e 1 i 2 L -giups: LTRELT L — N L SRS
0 B (R J= T T 1) g™ T oY QR KEH T KA

15 min, 'ﬁjl\'ﬁﬁ%' [ - ] ;EE 121 C _Fy{ﬁ
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Mt = A
(BB )
BEENRGE

Al R

2013 4, 1 Sterile Barrier Association (SBA) 4 #1647 75218 % Ph [FIR 56, X iR 36 07 BE B0 06 5 1
(T E MBI AT IP A

A 5 FERELIESM M AR, i 1 5085 b 4R e AR b5 g7 K5, R B 4k1g
2 6 A MAHAE .

AR YR 1 R R 6 R o 5 RO ) A B A Ak o B 190 A 6% PR Ak B SR B B AR it
RS F BB YR AR . HTBEEGHAEYRERRHNEERA 3 f %58 FI~F3, HTT
PER A W B e I RE ST 4 R S L1~L1A4,

FRAERESLAE 121 CTFKE 15 min, #& BRI E W RKE LT E., —rR R 2. A8
PESAF A Y B B S B S R 20 MR ER AL R HEA T E

A2 #HR

AT F 0 B U S A AR AR T B, SR T Y R K RN S0 06 5 PN N ST B8 5% AR B B RO G 5K
PRE U TRERFR .

IR 5 [ HE AT A A /R A4 .

TR BB BR R v B 100 CFUL 2% 100 CFU [ F 45 R34,

# IR DIN 1SO 5725-111 #4745 H A .

Mandel’s h-statistics test F§ T B EE L,

Bl IA A I B TE(H (9 SC 50 = A AN A5 AN S I gE 1 I AE .

AU ARG ARSI L W& AL,

Al AEBERE

i FTHERA 0 % M) FE A E
- B¥ | Hm wim | wa | o g | e —8
el o | M| Fm | | BRI R AR e | B AE |
2 crumgl mm | PEPR | B8 | MR | &£ i - 9
=H O\CFU/MR| Y% |CFU/#E| %
FIOK K G W | 91.0 6 5 50.0 | 19.6 | 55.5 | 21.8 0 5 100
F2 R W 80E , 2000 Wk | 0.00 6 5 0 0 0 o} 5 0 100
F3(4 & 4%) e | 3041 6 6 48.2 | 57.1 | 86.5 | 103 1 5 83
LICKE4E 2L me) T | 0.09 6 6 0.91 357 0.93 366 6 0 100
AR 20 1S K o A0 B
LEGRAE R MR T | 0.73 6 6 3.07 | 151 | 3.32 | 163 5 1 83
RE F A LB
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£ A1 (8D
WIEN S B 2 [B] KGR &
%
_— FEC I i w5 | g | o | ma | ds —F
e pu | B FR) oy km | 2a f}ers'; ay | B | RE ) E
Colcrudg mm | | B LR %
=8 \crusm| % lcrul| % | o | EEL 7
LK S T4 | 036 | 6 6 | 279 | 274 | 2.98 | 203 6 0 100
UK B U3 44%)
= 201 B 37 T A4 0
LAGRAEREEE T4 | 35.1 6 6 52.7 | 53.7 | 119 | 122 1 5 83
B AR &
A.3 JE\%

TASRIGRE S T, 4 D RBAE ARG RS IR E R — B0 (10090 ; Hofh 3 MR IR
an MR 25 A 5 HEWE P R—EM (B3N,

{EFFER MR, B 10020 —FMEZ R 4 MRRAESMEXKEROCW AL . KBA 100%
— Bt G R B B i 2RSS S AR e R R AR
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(1] ¢rife AR ZLFE 25 00 ) (2015 48 330
[2] DIN 58953-6:2010 Sterilization—Sterile supply—Part 6 : Microbial barrier testing ol pack-

aging matcrials [or medical devices which are to be sterilized
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